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Fast Action, Fast Relief in Asthma 


Alupent 


metaproterenol sulfate 


Tablets Inhalation Syrup Inhalation Inhalation 

10 and Aerosol 10 mg/5 mi Solution Solution 

20 mg 15 5% Unit-dose 
1Omiand3Omi Vials 0.4% and 0.6% 








15 mg/mi (each metered dose delivers 0.65 mg metaprotereno! sultate) 


Brief Summary of Prescribing intormation 


CONTRAINDICATIONS Use in patients with cardiac arrhythmias associated with tachycardia is 
contraindicated 
Although rare, immediate hypersensitivity reactions can occur Therefore Alupent® ( 
sultate USP) 1s contraindicated in patients with a history of hypersensitivity to any of its components 
WARNINGS Excessive use of adrenergic aerosols 1s potentially dangerous Fatalities have been 
reported following excessive use of Alupent® (metaprotereno! sultate USP) as with other sympathomy- 
metic inhalation preparations. and the exact cause is unknown Cardiac arrest was noted in several 
cases Paradoxical bronchoconstriction with repeated excessive administration has Deen reported with 
sympathomimetic agents Therefore. it 1s possible that this phenomenon could occur with Alupent 
Patients should be advised to contact their physician in the event that they do not respond tc their usual 
dose of a sympathomumetic amine aerosol 
PRECAUTIONS Because Alupent® (metaprotereno! sultate USP) is a sympathomimetic drug, it should 
be used with great caution in patients with hypertension, coronary artery disease, congestive heart 
failure, hyperthyroidism or diabetes, or when there is sensitivity to sympathomimetic amines. 
information for Patients Extreme care mus! be exercised with respect to the administration of additonal 
sympathomimetic agents A sufficient interval of time should elapse prior to administration of another 
sympathomimetic agent 

Long-term studies in mice and rats to evaluate the oral carcinogenic potential of 
metaprotereno! sulfate have not been completed Studies of metaprotereno! sulfate have not been con- 
ducted to determine mutagenic potential or effect on fertility 
Pregnancy lerafogenic Effects Pregnancy Category C Alupent has been shown to be teratogenic and 
embryocidal in rabbits when given orally in doses 620 times the human inhalation dose and 62 trmes 
the human oral dose There are no adequate and well-controlled studies in pregnant women Alupent 
should be used during pregnancy only if the potential benefit justifies the potential risk to the fetus 
Oral reproduction studies in mice. rats and rabbits showed no teratogenic or embryocidal effects at 
50 mg/kg. corresponding to 310 times the human inhalation dose and 31 times the human oral dose 
Teratogenic effects in the rabbit included skeletal abnormalities and hydrocephalus with bone separation 
Nursing Mothers ts nol known whether this drug is excreted in human milk. Because many drugs 
are excreted in human milk, caution should be exercised when Alupent is administered to a nursing 





woman 
Pediatric Use Consult package insert for age limnut 

ADVERSE REACTIONS Adverse reactions are similar to those noted with other sympathomumetic 
agents Adverse reactions such as tachycardia, hypertension, palpitations, nervousness. tremor, nausea 
and vomiting have been reported 

The most frequent adverse reactions to Alupent® (meiaprotereno! sultate USP) Inhalation Solution are 
nervousness and tachycardia which occur in about 1 in 7 patients, tremor which occurs in about 1 in 20 
patients and nausea which occurs in about | in 50 patients. Less frequent adverse reactions are hyper- 
tension, palpitations, vomiting ano bad taste which occur in approximately 1 in 300 patients 


HOW SUPPLIED /ahalation Aerosol: Each canister of Alupent® (metaprotereno! sultate USP) 
inhalation Aerosol contains 225 mg of metaprotereno! sulfate as a micronized powder in inert propel- 
lants Alupent inhalation Aerosol with mouthpiece (15 mi) Alupent inhalation Aerosol refill (15 mi) 
Store below 77°F (25°C) Avoid excessive humidity 

Inhalation Solution: Aiupent inhalation Solution is supplied as a 5% solution in bottles of 10 mi or 
30 mi with accompanying calibrated dropper 

Store below 77°F (25°C) Protect trom light. Do not use the solution if it is brown or has a precipitate 
Alupent inhalation Solution Unit-dose Vial is supplied as a 0 4% or 0.6% clear coloriess or nearly 
colorless solution containing 2.5 mi with 25 vials per box. Store below 77°F (25°C). Protect from light 
Do not use the solution if it is brown or has a precipitate 

Syrup: Alupent is available as a cherry-flavored syrup, 10 mg per teaspoontul (5 mi), in 16 fi oz 
bottles. Store below 86°F (30°C). Protect from light 

Tablets: Alupent is supplied in two dosage strengths as scored. round white tablets in bottles of 100 
Tablets of 10 mg coded Bi/74 Tablets of 20 mg coded Bi/72 

Storage for bottles: Store below 86°F (30°C) Protect trom light 

Storage for blister samples: Store below 77°F (25°C). Protect from light 


Consult package insert betore prescribing. 
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Caused by susceptidie strains of tne designated organisms in the Conditions 
listed below 
Lower Respiratory infections Caused by 3-iactamase-producing strains of 
Memophulus influenzae and Branhametla catarrhalis 
Otitis Media Caused by 5-\actamase-producing strains of Memophulus 
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